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DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration

T L E
21 10 0 1 c A ] " ] . e \
LASER LIGHT SHOW, DISPLAY, |Soseronpen——

OR DEVICE

application In accordance with 21 CFR 1010.4,

1. Check all appiicable boxes and type or print the
requested information.

NOTE: No iaser light show, projection system, or device may vary from compliance with 21 CER 1040.11(¢) in des;gn or use withaut the approval of thr.:

iﬁSTRﬁCTIONS

3. Mall your application 16 he Deckets' Management Branch (HEA-305), Food and

" Drug Administratiori, Rm 1061, 5630 Fishers Lane, Rockville, Ml;) 20852,
4. Eriler docket humibar i assigned.

2. Submit an original and four (4) coples.
1. NAME OF CE!MPANY

Fullhouse Productions -4 G .

IR

2421 Beaujolais Drive O'Fallon, MO. 83368

7. ADDRESS OF COMPANY (Include ZIP Gode)(ll P.O. Box s used, include ectual street address 81so,)

3. NAME AND TITLE OF RESPONSIBLE PERSON

4. TELEPHONE NO. {Includs sraa cods) 5. DATE OF SUBMISSION

[B. PRODUCT FOR WHICH A VARIANCE 1S REQUESTED
D A lasar digplay davice

] A projector tor a laser light show

A taser light shew

3 oter (speciy)

OTHER LASER LIGHT SHOW PRODUCERS

d. PRODUCT 1S INTENDED FOR USE IN A
[ Planetarium or othar dome projection structure
D Theatsr
[ Hotelimatel batiroorn of mesting room
[ stere displays
) Trade show or convention
[ oiscotheque or night club
3 Pavilien
U indoor arena
[ outdoor arana
[ museum

c. [1 PROJECTORS ARE INTENDED FOR SALE, LEASE, OR LOAN TO

L[] Outdoor unencloseg area " . .
& Otrer (Specity) 0 ol gunflarid
o. PRODUCT IS INTENDED TO BE USED

Matthew E. Bryan Laserist/ Owner (636) 379-9448 11/04/2005
A T G Y AR IR
8. THE APPLICANT REQUESTS THE VARIANCE TO BE IN EFFECT FOR A PERIOD OF 2 YEARS FROM THE DATE OF [SSUE.
genersi. the Agency will apprave s variance for enly two years. If & longer porfad is requesiod, apsl.-licaban miust be alfached as parn of the agpacatmn)
7. PRODUCT DESCRIPTION AND USE -
a. LIST NAME AND/OR MODEBL NUMBER(S) FOR THE LASER LIGHT SHOW{S) AN PROJECTOR(E)

Model1 Laserpro Pre;ector Variance 77P-0403, Laser Max 4.1 Computer Sofiware Controlier, Cambridge 6800 Scanners

"m"’!"'ﬁ’mmfm USED AT me
L} More than 15 days
71 Mora than 5 but rot more than 15 days
Less than 5 days
g. TOUR IS INTENDED TO RUN FOR
£ More than & months
[ 1-6 months
n Less than ona month
1 not spplicable (Net & tour)
O otrer (specity)__.
h. PRODUCT UTILIZES THE FOLLOWING LASER EFFECTS
Front sereen projections,
Rear screen projections
[ Holographic displays
B Muitipte refection/difirastion effects
I Audience scanning {Also includes seanning any accessible
uneoniroliad areas)
EA Reflections from stationary mirrers or mirrored
surfaces (Bearn Malrices)
I stationary irradiation of rotating mieror Balls, ets.
[7] Seanning inadiation of roteting mirror balls, sic,

i Fiber optic projections
m Fog, smoke, or other scafiering anhancement affscts

Oter (Spect) figy SARCH 1 ithin Fegaloty’y COpl

73 At only one (Fixed) location

] At a variety of (Tgur) logations
B ower rSpaaw)&zM&W/m ¢

8, . " _LASERRADIATION LEVELS , b
LASER MEDIUM (Ar, He-Ne. etc) WAVE LENGTHS (nm) PEAK POWER [waths)
Argon / Krypton 457670 nm 25 watls
ND: YAG 5§32 nm © 1 10 wans
Helium Neon 832.8 nm 50 mW

3. IF ANY LASER RADIATION 1S PULSED OR SCANNED, GIVE THE PULSE DURATION AND RATE AND SCANNING FREQUENCY AND AMPLITUDE
Laser Radiation output can be scanned from DC to 2 Khz and can be modulated in both wavelength and intensity up fo 100 KHz.

10, REASON FOR REQUESTING VARIANCE

4] Compliance with the limils of 24 CFR 1040.11(c) would restrict the intended use of the product because compliance would
limit e output power to the extent that the desired eMects would not be sufficiently visiblé

] Other or additional explanation (Specify)
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11. MANNER IN WHICH (T IS PROPOSED TO DEVIATE FROM THE REQUIREMENTS OF THE- AFPLIC:ABLE STANDARD

Eluis proposed lo daviale from the provisions ef 21 CFR 1040.11(c) in thal the amesﬂbte emission level would exceed the
accessible emission limits specified in 21 CFR 1040.11(c).

[ ttis proposed to deviate from the provisions of 21 CFR 1040,11(c) as follows:

12. ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION

Laser fight shows and dispiays are acneptad popular media in entertalnment and the arls. Use of power levels in oxcass
of the limits imposed by 21 CFR 1040.11(c) is necessary 16 achieve the requirad effacts in these media.

3 other or additional advantages (describe and explain).

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. {Check as many boxes as spply. In item 14 "Remarks,”
Justify any boxes not checked, using additional sheets as necessary. State any other means of mdu’afr'an protaction that will be used.)

a. I4] All laser products, systams, shows, and projectors will be cerfified o comply with 21 CFR 1040,10 and the eonditions of this variance and will
be reporied as raquired by 21 CFR 1002.10 AND 1002.11. uging \he reporting guides prav:du for such purpose. Thase actions will be
accomplished prior Io any inireduttion into commerce.

b, E] Effects not specifically indicated in this variance application will nol be performed, No other effects will be added untvl an amandment to the
variance has been oblained and the required reports or supplaments, =5 applicable, have been submitted,

c. [71 Seanning, prejection, or reflection of laser and collatersl radiation (Light show radiatien) inlo audience or other atcessible uncontrofled areas
wili not ba permitiad easept for diffuse reflactions produced by the atrriosphere, added atmasphsrm scatiering media, and target scraans.

d. [ZI Laser radiation levels in excess of the limits of Class | will not be permitted at any point less than 3.0 meiers above any surface upon which
persons other than cperators, parformers, of employees are permified to-stand or 2.5 melters below or in laaral separation frorn any place
where such persons are permitted-to be. Operators, performars, and employees will fiot be reduired or allowed to view radiation above the
fimits of Class | or be exposed to radistion above the limits specified in 29 CFR 1040.11({c),

e. ki Any praduct which relies on seanning 1o meet access, expgsure, or product siass limits will incorparate a seanning safaguard system which
directly senses scanner motion and which will reatt fast snough lo- precmde exceeding the appﬁcable limit.

1. All lasar light shews shall be under the direct and parsonal contro! of trained, compatent operator(s). The operator(s) wil:
(1) Be an employee of the variance holder who will be responsible forthe training snd the conduct of the operator,
{2) Be located where all beam paths can be directly observed st all fimes; and

(3) immediately terminate the emission of ighl show radiatien in the event of any unsafe condition; or, for outdosr shows, Upon raquest
by any air traffic control officials.

9. ] The maximum laser projecter output power will nol exceed the level reguirsd to oblain the intended effects.

h. 1 The projection systam (l.s., the projecior and ail olher components used lo produce the fighting effecis) will be securely mounted or
immabilized to prevent uninmnded movement or misalignment. Beam masking will be provided as an inharent part of the system design to
pravant overfiling of screens, beam siops, targets, atc.

I Laser projactors will not be delivered to any other parly undér an agreament of saie, [oaas, or loan uniesg and untll the reciplent demengirsies
that they have & varfance in affect al the time of delivery that permils them to produce laser light shows incorporating such projector(s).

i. I in addition to the requirements of 21 CFR 1040,10(h), the manufacturer of laser projeciors/systerns will provide o parties who purchase, lease
or borrow the equipment, adequate users’ instructions for safe installation and operation which explain the responslbmty of lve recipient as an
independent light show manufacturer to submit the required repons and apply for and Obbﬁm avariance from CORH prior 1g introduction inte
commerce of any laser light shows.

i. 1] The requirements of 21 CFR 1802.30(a){1) and (2} will be accomplished through the use of willten procedures for selup, alignment, testing,
and performance of each show. These procadures will be in sufficient detail to ensure: compliance with 21 CFR 1040.10, the conditions of this
vatlance, and the contrel of atcess to radiation areas using the procedures deseribed in the ANSIZ136.1 standard for the safe use of lasers
{American National Standards institute, 1430 ébmdway, New York, NY 10018} or any other equivalent user consensus standard and, whare
apoliceble, state of local requirements. Laser radiation areas which ¢an contain radiation lavels above the limits specified in 21 CFR 1040.11¢
will be clearly identified by the posting of warning signs and/or restricling access through physical means (such as pressure switches, phato
ceils, barners. guards. elc,), These raqmremims apply to lemporary uress (such as during set up gnd alignment procediures) and to final or
permanent areas. The variance holder will retain the records of these procedures and the results of all tests as required by 21 CFR 1002.31.
copy of the variance application, the appraval létler, current procedumes, and records relating to each particular show will be with the cparator
or other responsible individual and will be made avallable for mspectmn by FDA and other resporisible authorifies,
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1. [} Ravance written natification will be made as aarly as poséibtn ) appmpﬂala faderah state, and local aumcntnes providing show itinerary with
dates and locations clearty and completely identified, and a besic deseription of the proposed effects including a statement of the maximum
power oulput intended, Such netifications will be made, but not necesaanfy be fimited, to;

{1) The Center farDemes and Radmlogical Health, Office of Campﬁanoe {HFZ-342), 2098 Gailhar Road, Rockyille, MD 20850, providing the
initial and closing dales for flied instaliations and e Hinerary formobile shows, in addilion, unless il apecis of each show have bean
reported and accession numbers clearly refarenced, sach notice will include defailed desoriptions of each show and a listing of all effects
be performed in sufficient uatanl 1o confinn compliance with 1the regulations and this varancs, E

{2) The Federal Aviation Administration (FAA) for any projections into open airspace at-any time fi.e., including set up, alignment, rehearsals,
performances, oic.}. I the FA», objects to any laser affects, the: objeclions will be resaivad and any conditions requested by FAA will be
adhered fo. If these conditions cannct ke met; the objectionable ffects wilt be deleted from the show

(3) State and local radiation control offices/agencies for all shows o be. performed within their Jjurisdictions, All requirements of state and local

law will be satisfied and any ebjections rafsed by lecalautharities will be resclved or the effects deleted, (A list of federal and state offices |
available from the Center for Davices and Radiological Health upaon request,).

14. REMARKS

Addendum to parts 13 sections | and J: All operators are ic wear protective’ eyewear for appropriate wavelengths when appmpnate, |

operators must be knowledgeable with laser safety and regulations as per local jurisdiction. I addition our lasers will only be used by
authorized operators of our company.

csmnc.nﬂon

1| CERTIFY that all of the above information and statsmants are trua, complets, and oorrect to the best of my knowhdga and acknowledge that
my variance application may be denied or my variarice may bie revoked.if. this application. is found 1o be false, msﬁeadmg or incorrect in any
material way, | have submitted and will submit sil. reponts raquired by 21 GFR 100210 and 1002,11 on the h:sar equipment and show(s), |
further understand thal | may be required by regulation or by the Ditactor, Cenlsr for Devicas amnd Radimog;cal Health, to supply such other
information ‘;’ may be necessary to evaluate and act on this application.

15, SIGNA 18, NAME (Type or Print) ) 17. TITLE

) 4/ E @v—— Matthew E. Bryan Fullhouse Productions Owner/ Laseris
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Public reporting burden for this collection of im‘urmauun is estimated o average .5 hmm per texpenss, including the time
for reviewing instrucrions, searching existing dats sourecs, gatbering and imaintaining the data nesded, und completing
reviewing the collection of information. Send commantx regurding thix burden estimute or any other aspeet of this collection of
information, including suggestions for reducmg this burden to:

Food and Drug Administration
CDRIT (T1F7..342)

2094 Gaither Road

Rockville, MD 20830

An agency may not condict or sponsar, and a person Is not required to respond to, & collection af information wnless ir displays
u currently valid OMB control number.
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